
Guidance for industry on integration of Dose-Counting ~e~~a~~s~s into 

Drug Products; A~~~~a~~~~ty 

AGENCY: Food and Drug Administration, HHS. 

ACTION: Notice. 

~~AIW: The Food and Drug Adm~nis~atio~ (FDA) is announcing the availability of a draft 

guidance for industry entitled “l[ntegration of lose-mounting IMechanisms into MD1 Drug Products.” 

This draft guidance makes re~o~e~dations to manufacturers to incorporate dose-mounters into 

metered-dose inhalers (MDIs) being developed for the treatment of lung diseases. The 

recommendations made in this draft guidance are inten ed to enhance the use of MDIs, specific;tlfy 

to help patients identify when MI% are no longer dehvering reliable doses. 

L)ATES Submit written or e ectronic comments on the draft guidance by [iutsert date 60 &q+s iffier 

date Q~~~~~~~~~~Q~ in the FederaI Register]. General co~ents on agency guidance documents 

are welcome at any time. 

ADDRESSES: Sub~t written requests for single copies of the draft guidance to the Division of 

Drug ~nfo~at~on (W--2 O), Center for Drug Evahration and Research, Food and Drug 

Adminjs~at~on, 5600 Fishers Lane, Rockville, MD 20857. Send one seff-addressed a 

to assist that office in processing your requests. Sub~t written comments on the draft guidance 

anagem~nt Branch (HFA-305), Food and 

Lane, rm. 106X, Rockville, D 20852. Submit electronic comments to htt~://www.fda.gov/dock~ts~ 

ecomments. See the ~U~~~~~~~TAR~ ~N~~R~A~l~N section for electronic access to the draft 

guidance document. 
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http://www.fda.gov/dockets/ecomments


FOR FURTHER ~NFUR~AT~~N CONTACT: Sandra L. Barnes, Center for Drug Evaluation and 

Research (m--570), Food and Drug Ad~nistration, 5600 Fishers Lane, Rot 

3Q1--827-l @SO. ’ 

A is announcing t e availability of a draft guidance for industry entitled ~~Int~gratiun of 

dose-mounting echanisms into MIX Drug Products.” It is intended primarily for manufacturers 

of MIX drug products designed to deliver drugs to the lungs (e.g., an MIX for the treatment of 

asthma). Dose-counters are mechanisms designed to accurately track the number of ac~atio~s used 

by a patient over the life span of an individual MIX. The dose-counter woul provide the patient 

with ~ontinuing~ accurate ata on the amount of medication left in the IX. Currently, patients 

do not have an adequate way to track the number of metered-doses left in MDIs, and there is 

no way to detect when these devices have exceeded their dose limit. The incorporation of a reliable, 

accurate dose-counter into each MIX will enhance these g products, which are relied on to 

deliver im~o~ant and sometimes life-saving drugs to patients with asthma and other obstructive 

ung diseases. 

eing issued consistent with FDA’s good guidance practices regulation 

he draft guidance, when finalized, will represent the agency’s current thinking 

on the inte~ation of dose-counting mechanisms into MIX drug products. It does not create or 

confer any rights for or on any person and does not operate to bind FCDA or the public. An 

alte~ative approach may be used if such approach satisfies the requirements of the applicable 

statutes and regulations. 

Interested persons may submit to the Dockets Managemen Branch (address above) written 

or electronic comments on the draft guidance. Two copies of any comments are to be sub~tted~ 
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